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DETAILED ACTION 

Status of the claims 

The amendment filed 04/14/10 is acknowledged and has been entered. 
Currently, claims 1-16 and 18-21 are pending and under examination. 

Withdrawn Rejections 

All rejections of claims not reiterated herein, have been withdrawn. 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

2. Claims 1-16 and 18-21 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. The instant claims recite "applying a 
stabilizer to said solid support and incubating said stabilizer on said support for about 
12-14 hours at about 4 degrees C". The specification on page 4, lines 1-2 discloses 
adding a stabilizer solution to the wells of the solid support of step (b), incubating for a 
period ranging between 12 and 14 hours at about 35 to 40 degrees C. Page 9, lines 20- 
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25 of the specification incubating a plate at 4 degrees C. Give two quick washes with 
1X PBST. Pat dry on blotting paper. Add stabilizer, 250 ul/well, and incubate O/N at 4 
degrees C. Decant the plate and allow it to air dry completely. There is no description in 
the specification disclosing "applying a stabilizer to said support and incubating said 
stabilizer on said support for about 12-14 hours about 4 degrees C". Furthermore, 
none of the originally filed claims recited the limitations in question. Recitation of claim 
limitations lacking literal or adequate descriptive support in the specification or originally 
filed claims constitutes new matter. 



Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. This application currently names joint inventors. In considering patentability of 



the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
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the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

6. Claims 1,2,4,5, 7-11,16,19 and 20 are rejected under 35 U.S.C. 1 03(a) as 
being unpatentable over Rech-Weichselbraun et al (US 2004/0171087) in light of 
Sawyer et al (US 5,602,041 ) and in view of Mitoma (Patent Abstracts of Japan, 
631 1 1 467, 1 988)(submitted in IDS filed 04/03/07) and further in view of Gatto-Menking 
et al (US 2003/0108973). 

Rech-Weichselbraun et al discloses a ready-to-use solid support, kits and 
methods of making and using the solid support. Rech-Weichsebraun et al disclose 
preparing microtiter plates (solid support) for use in detecting analytes in a sample 
(abstract, pgs 1-4). Rech-Weichselbraun et al disclose precoating the wells of the 
microtiter plate with antibody (abstract, para 0001 , 0050-0053) specific for the analyte of 
interest. Rech-Weichselbraun et al disclose contacting the plate with a first antibody 
and washing with buffer such as phosphate buffer saline (e.g. para 0053-0054). Rech- 
Weichsebraun et al disclose blocking the plate by the addition of phosphate buffer 
saline (stabilizer) and bovine serum albumin (para. 0056). As shown by Sawyer et al 
('041) blocking reagents (stabilizers) such as bovine serum albumin and fish gelatin 
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provide for stabilizing the specifically bound biomolecules and prevent denaturation that 
can result in loss of immunological or enzymatic activity (e.g col 1, lines 13-42). Rech- 
Weichsebraun et al disclose removing excess blocking reagent (stabilizer) (e.g. para 
0059). Rech-Weichsebraun et al disclose drying the plate with a circulating drier (air- 
drying) (e.g. para 0059). Rech-Weichsebraun et al disclose that the wells of the plate 
additionally comprise the detection reagents in lyophilized form and disclose that 
mixtures of the detection reagents are added to the well and lyophilized (e.g. para's 
0031-0035, p. 4). Rech-Weichsebraun et al disclose that the detection reagents can be 
a detection antibody (second antibody) and an enzyme-coupled antibody (third 
antibody) against the detection antibody (e.g. para 0046). Rech-Weichsebraun et al 
disclose storing the solid support and components in a kit (e.g. abstract, para 0029, pgs 

3- 4). Rech-Weichsebraun et al disclose that the microtiter plate can comprise 
polystyrene (para. 0048). Rech-Weichsebraun et al disclose the solid support can be 
used in ELISA methods for the detection of an analyte in a sample (e.g. para 0035, pgs 

4- 7). Rech-Weichsebraun et al disclose reconstituting the plates with distilled water 
(e.g. pgs 4-7) and adding sample, incubating, washing, adding substrate and 
photometrically detecting the complexes (e.g. pgs 2-7). Rech-Weichsebraun et al 
discloses that the analyte can be proteins, steroids, chemical compounds, drugs, 
nucleic acids and similar substances (e.g. para. 0045). 

Rech-Weichsebraun et al differs from the instant invention in failing to teach 
incubating the stabilizer at a temperature of 4 degrees Celsius. Rech-Weichsebraun et 
al also differs from the instant invention in failing to explicitly teach the precoated 
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antibody is a monoclonal antibody. Rech-Weichsebraun et al also fails to explicitly 
teach storing in a sealed package. 

Mitoma teaches that it is known and conventional in the art of immunoassays to add 
bovine serum albumin blocking reagent (stabilizer)(same reagent as used by Rech- 
Weichsebraun et al) and incubate the blocking reagent (stabilizer) in the well at a temperature 
of between 2-25 degrees Celcius. Therefore, with respect to the 4 degree Celcius as recited in 
the instant claims, the optimum temperature for the blocking reagent (stabilizer) in the 
incubation step can be determined by routine experimentation and thus would have been 
obvious to one of ordinary skill in the art. Further, it has long been settled to be no more than 
routine experimentation for one of ordinary skill in the art to discover an optimum value of a 
result effective variable. "[W]here the general conditions of a claim are disclosed in the prior 
art, it is not inventive to discover the optimum of workable ranges by routine experimentation." 
Application of Aller, 220 F.2d 454,456, 105 USPQ 233, 235-236 (C.C.P.A. 1955). "No 
invention is involved in discovering optimum ranges of a process by routine experimentation ." 
Id. At 458,105 USPQ at 236-237. The "discovery of an optimum value of a result effective 
variable in a known process is ordinarily within the skill of the art." Application of Boesch, 617 
F.2d 272,276, 205 USPQ 215, 218-219 (C.C.P.A. 1980). 

Gatto-Menking et al teaches that it is known and conventional in the art to 
immobilize monoclonal antibodies to solid supports and utilize the monoclonal 
antibodies for the specific detection of analytes such as proteins (e.g. para. 0045-0046). 
Gatto-Menking et al also teaches sealing components and containers and teaches that 
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this provides for protection of the reagents and containers from exposure to 
contamination by air or moisture (e.g. para's 0065-0066). 

It would have also been obvious to one of ordinary skill in the art at the time the 
invention was made to incorporate monoclonal antibodies such as taught by Gatto- 
Menking et al into the solid support and modified methods of Rech-Weichsebraun et al 
because Rech-Weichsebraun et al is generic with respect to the antibodies to be used 
as capture antibodies and Gatto-Menking et al teaches that it is known and conventional 
in the art to incorporate monoclonal antibodies to provide for the specific detection of 
analyte such as proteins (same analyte as disclosed by Rech-Weichsebraun et al. 

With respect to the incubation time of the stabilizer and the incubation time of the 
lyophilizing as recited in the instant claim, the optimum incubation times can be determined by 
routine experimentation and thus would have been obvious to one of ordinary skill in the art. 
Further, it has long been settled to be no more than routine experimentation for one of ordinary 
skill in the art to discover an optimum value of a result effective variable. "[W]here the general 
conditions of a claim are disclosed in the prior art, it is not inventive to discover the optimum of 
workable ranges by routine experimentation." Application of Aller, 220 F.2d 454,456, 105 
USPQ 233, 235-236 (C.C.P.A. 1955). "No invention is involved in discovering optimum ranges 
of a process by routine experimentation ." Id. At 458,105 USPQ at 236-237. The "discovery of 
an optimum value of a result effective variable in a known process is ordinarily within the skill 
of the art." Application of Boesch, 617 F.2d 272,276, 205 USPQ 215, 218-219 (C.C.P.A. 
1980). 
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With respect to the pH range of the phosphate buffers as recited in instant claims 4 & 5, 
the optimum pH of phosphate buffer can be determined by routine experimentation and thus 
would have been obvious to one of ordinary skill in the art. Further, it has long been settled to 
be no more than routine experimentation for one of ordinary skill in the art to discover an 
optimum value of a result effective variable. "[W]here the general conditions of a claim are 
disclosed in the prior art, it is not inventive to discover the optimum of workable ranges by 
routine experimentation." Application of Aller, 220 F.2d 454,456, 105 USPQ 233, 235-236 
(C.C.P.A. 1955). "No invention is involved in discovering optimum ranges of a process by 
routine experimentation ." Id. At 458,105 USPQ at 236-237. The "discovery of an optimum 
value of a result effective variable in a known process is ordinarily within the skill of the art." 
Application of Boesch, 617 F.2d 272,276, 205 USPQ 215, 218-219 (C.C.P.A. 1980). 

7. Claims 3, 12 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Rech-Weichselbraun et al in view of Mitoma and Gatto-Menking et al as applied to 
claims 1 , 2, 4, 5, 7-1 1 , 16, 19 and 20 above, and further in view of Rogan et al (Food 
Control, 10, (1999), pgs 407-414). 

See above for the teachings of Rech-Weichsebraun et al., Mitoma and Gatto- 
Menking et al. 

Rech-Weichsebraun et al., Mitoma and Gatto-Menking et al differ from the instant 
invention in failing to teach the monoclonal antibody is against 5-enolpyruvylshikimate-3- 
phosphate synthase and the detection antibody (second antibody) is a IgG polyclonal antibody 
directed against 5-enolpyruvylshikimate-3-phosphate synthase. 
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Rogan et al disclose ELISA methods for the determination of 5-enolpyruvylshikimate-3- 
phosphate synthase protein in a sample. Rogan et al disclose the use of immobilized 
monoclonal antibody raised against 5-enolpyruvylshikimate-3-phosphate synthase (e.g. 
abstract, pgs. 408-409) to capture the 5-enolpyruvylshikimate-3-phosphate synthase and 
contacting captured 5-enolpyruvylshikimate-3-phosphate synthase with a polyclonal IgG 
detection antibody (second antibody) (abstract, pgs 408-409). 

It would have been obvious to one of ordinary skill in the art at the time the invention was 
made to incorporate capture and detection antibodies such as taught by Rogan et al into the 
modified method of Rech-Weichsebraun et al because Rech-Weichsebraun et al is generic 
with respect to the protein that is to be detected and one would use the appropriate reagents, 

1. e. capture and detection antibodies such as taught by Rogan et al to detect the desired 
protein, in this case 5-enolpyruvylshikimate-3-phosphate synthase. 

8. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Rech- 
Weichselbraun et al in view of Mitoma and Gatto-Menking et al as applied to claims 1 , 

2, 4, 5,7-11,16,19 and 20 above, and further in view of Vogt et al (Journal of 
Immunological Methods, 101, (1987) pgs 43-50). 

See above for the teachings of Rech-Weichsebraun et al., Mitoma and Gatto- 
Menking et al. 

Rech-Weichsebraun et al., Mitoma and Gatto-Menking et al differ from the instant 
invention in failing to teach the blocker (stabilizer) used is a mixture of phosphate 
buffered saline. 
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Vogt et al teaches that it is known in the art to utilize fish gelatin diluted with 
phosphate buffer (as a blocking reagent (e.g abstract, p. 45, p. 48) (thus teaches 
mixture of phosphate buffered saline) and teaches that this mixture is an excellent 
blocker and is readily available without need for further processing (e.g. p. 49) and 
provides higher inhibition than that of BSA (Table II, pg 48). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to substitute a mixture of phosphate buffered saline and fish gelatin 
such as taught by Vogt et al for the BSA of Rech-Weichsebraun et al because Vogt 
teaches that fish gelatin is an excellent blocker and is readily available without need for 
further processing and provides higher inhibition than that of BSA in Elisa assays. 

9. Claims 14, 15 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Rech-Weichselbraun et al in view of Mitoma, Gatto-Menking et and Rogan et al as 
applied to claims 1-5, 7-13, 16, 19 and 20 above, and further in view of Padgette et al 
(Crop Science, 35: (1995), pgs 1451-1461). 

See above for the teachings of Rech-Weichsebraun et al, Mitoma, Gatto-Menking 
et al., and Rogan et al. 

Rech-Weichsebraun et al., Mitoma, Gatto-Menking et al and Rogan et al differ 
from the instant invention in failing to teach third antibody is obtained from the class 
Mammalia. Rech-Weichsebraun et al., Mitoma, Gatto-Menking et al and Rogan et al 
differ also fails to teach the enzyme is alkaline phosphatase and the substrate is para- 
nitrophenol. 
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Padgette et al discloses indirect Elisa methods for the detection of 5- 
enolpyruvylshikimate-3-phosphate synthase protein and teaches that it is known and 
conventional in the art to utilize a third antibody directed against the detection antibody 
and teaches that this antibody can is obtained from the class mammalia (e.g. p. 1454) 
and is directed rabbit antibody (same secondary antibody as used by Rogan et al). 
Padgette et al also teaches that it is known and convention to utilize alkaline 
phosphatase as the enzyme and para-nitrophenyl phophatase as the substrate for this 
enzyme (p. 1454). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to incorporate donkey anti-rabbit alkaline phosphates antibodies 
and substrates such as taught by Padgette et al into the modified method of Rech- 
Weichsebraun et al because Padgette et al shows that such reagents are known and 
conventional in Elisa methods for the detection of 5-enolpyruvylshikimate-3-phosphate 
synthase and thus one of ordinary skill in the art would have a reasonable expectation 
of success incorporating donkey anti-rabbit alkaline phosphates antibodies and 
substrates such as taught by Padgette et al into the modified method of Rech- 
Weichsebraun et al. 

10. Claim 21 is rejected under 35 U.S.C. 103(a) as being unpatentable over Rech- 
Weichselbraun et al in view of Mitoma and Gatto-Menking et al as applied to claims 1 , 
2, 4, 5,7-11,16,19 and 20 above, and further in view of Adang et al (US 
2004/0254364). 
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See above for the teachings of Rech-Weichsebraun et al., Mitoma and Gatto- 
Menking et al. 

Rech-Weichsebraun et al., Mitoma and Gatto-Menking et al differ from the instant 
invention in failing to teach the monitoring for the presence is performed by measuring 
light absorbance at a specific wavelength. 

Adang et al teaches that it is known in the art to utilize absorbance read at a 
specific wavelength such as 405 nm (para. 0108). Adang et al specifically teaches that 
this wavelength is utilized in an ELISA assay wherein the detection antibody is labeled 
with alkaline phosphatase (same label as discloses by Rech-Weichsebraun et al (e.g. 
para 0046). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to incorporate measuring absorbance at specific wavelengths such 
as taught by Adang et al into the modified method of Rech-Weichsebraun et al because 
Rech-Weichsebraun et al specifically teaches the use of ELISA assays and teaches that 
the enzyme label utilized in the ELISA may be alkaline phosphate and Adang et al 
shows that it is known and conventional in the art to utilize a specific absorbance for the 
detection of a desired analyte in a sample. 

Response to Arguments 

1 1 . Applicant's arguments filed 04/14/10 have been fully considered but they are not 
persuasive. 

103 Rejections: 



Application/Control Number: 10/583,751 Page 13 

Art Unit: 1641 

Applicant argues that the currently amended claims recite that the stabilizer is 
incubated on the solid support for about 12-14 hours at about 4 degrees Celsius and 
that the amended claim also recites that lyophilization of the support is performed for 
about 15 minutes. Applicant states that in contrast Rech-Weichselbraun teaches 
blocking of antibody-absorbed plates at room temperature for about 2 hours which is 
substantially warmer and shorter duration than the recited conditions. 

These arguments are not found persuasive because of reasons stated above that 
Mitoma teaches that it is known and conventional in the art of immunoassays to add bovine 
serum albumin blocking reagent (stabilizer)(same reagent as used by Rech-Weichsebraun et 
al) and incubate the blocking reagent (stabilizer) in the well at a temperature of between 2-25 
degrees Celcius. Therefore, with respect to the 4 degree Celcius as recited in the instant 
claims, the optimum temperature for the blocking reagent (stabilizer) in the incubation step of 
Rech-Weichsebraun et al can be determined by routine experimentation and thus would have 
been obvious to one of ordinary skill in the art. Further, it has long been settled to be no more 
than routine experimentation for one of ordinary skill in the art to discover an optimum value of 
a result effective variable. "[W]here the general conditions of a claim are disclosed in the prior 
art, it is not inventive to discover the optimum of workable ranges by routine experimentation." 
Application of Aller, 220 F.2d 454,456, 105 USPQ 233, 235-236 (C.C.P.A. 1955). "No 
invention is involved in discovering optimum ranges of a process by routine experimentation ." 
Id. At 458,105 USPQ at 236-237. The "discovery of an optimum value of a result effective 
variable in a known process is ordinarily within the skill of the art." Application of Boesch, 617 
F.2d 272,276, 205 USPQ 215, 218-219 (C.C.P.A. 1980). 
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Also, as stated supra the optimum incubation times can for the stabilizer and the 
lyophilizing can be determined by routine experimentation and thus would have been obvious 
to one of ordinary skill in the art. 

Applicant further argues that Gatto-Menking teach different conditions, but this reference 
also teaches away from the 4 degrees Celsius blocking condition of the claimed invention. 
This argument is not found persuasive because of reasons stated supra. Further, the 
Examiner has not relied upon Gatto-Menking for conditions of the assay or blocking conditions 
but merely has relied upon Gatto-Menking et al for teaching that it is known and conventional 
in the art to immobilize monoclonal antibodies to solid supports and utilize the monoclonal 
antibodies for the specific detection of analytes such as proteins. Thus, for the reasons stated 
supra the combination of references read on the instantly recited claims. 

Applicant argues that Rogan does not cure the deficiencies of Rech-Weichselbruan and 
Gatto-Menking et al. This argument is not found persuasive because of reasons stated above 
that Rech-Weichselbruan in light of Sawyer et al and in view of Mitoma and further in view of 
Gatto-Menking et al does not have deficiencies and the combination of Rogan with the above 
stated references is considered appropriate and therefore reads on the instantly recited claims. 

Applicant argues that Vogt does not cure the deficiencies of Rech-Weichselbruan and 
Gatto-Menking et al. This argument is not found persuasive because of reasons stated above 
that Rech-Weichselbruan in light of Sawyer et al and in view of Mitoma and further in view of 
Gatto-Menking et al does not have deficiencies and the combination of Vogt with the above 
stated references is considered appropriate and therefore reads on the instantly recited claims. 
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Applicant argues that Padgett does not cure the deficiencies of Rech-Weichselbruan, 
Gatto-Menking et al., and Rogan. This argument is not found persuasive because of reasons 
stated above that Rech-Weichselbruan in light of Sawyer et al and in view of Mitoma and of 
Gatto-Menking et al., and Rogan does not have deficiencies and the combination of Padgette 
with the above stated references is considered appropriate and therefore reads on the instantly 
recited claims. 

Conclusion 

12. No claims are allowed. 

13. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to GARY W. COUNTS whose telephone number is 
(571 )272-081 7. The examiner can normally be reached on M-F 8:00 - 4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mark Shibuya can be reached on (571) 272-0806. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
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